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DETAILED ACTION 
Summary 

1 . This is tine initial Office action based on tine application filed August 8'^^, 2005. 

2. Claims 1-18 are pending and have been fully considered. 



Priority 

3. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 



Information Disclosure Statement 

4. The information disclosure statement filed 8/8/2005 fails to comply with 37 CFR 
1 .98(a)(2), which requires a legible copy of each cited foreign patent document 

(JP63-115572); each non-patent literature publication or that portion which caused it to 
be listed; and all other information or that portion which caused it to be listed. It has 
been placed in the application file, but the information referred to therein has not been 
considered. 

Items not considered have been lined through, all other items have been 
considered. 



Double Patenting 

5. Claims 1-3. 6-7. 9. 16 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-3, 5-7, 9-1 1 of 
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copending Application No. 11/718,386. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because both disclose blood contact 
material with tryptophan and dextran sulfate. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 
6. Claims 1-7. 9-18 are rejected under 35 U.S.C. 103(a) as obvious over JP07- 
136256, INAMA et al. (hereinafter INAI\1A) as evidenced by US Patent No. 4, 576, 
928, TANI et al. (hereinafter TANI). 

As to Claims 1-3. 9 . INAMA discloses an adsorbent capable of whole blood 
treatment for adsorbing low-density lipoproteins and fibrinogen (INAMA, Claim 1 ), 
comprising: tryptophan (Pg. 7, Para. 17) and a polyanionic compound (Pg. 7, Para. 17) 
which are immobilized on a water-insoluble porous carrier (Pg. 5, Para. 13). INAMA 
also recognizes optimizing the amount of polyanionic compound and tryptophan to 
improve the performance of the adsorbent (Pg. 3, Para. 9 & Pg. 5, Para. 14), where it 
would naturally flow to have an amount of the immobilized polyanionic compound in the 
range of 0.1 0-1 .5 pmol/mL of wet volume of the adsorbent, as evidenced by TANI 
(C7/L27-35). INAMA does not expressly disclose the molar ratio of tryptophan to 
polyanionic compound of 1 to 70. However, it has been held that discovery of an 
optimum value of a result effective variable is ordinarily within the skill of the art. In re 
Boesch and Slaney, 205 USPQ 214 (CCPA 1980); In reAntonie, 559 F.2d 618, 195 
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USPQ 6 (CCPA 1977); "[W[here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) 
(MPEP 2144.05, II). 

As to Claim 2 . INAMA discloses that the polyanionic compound is dextran sulfate 
(Pg. 7, Para. 18). 

As to Claim 4. 10-12 . INAMA discloses the water-insoluble porous carrier is 
cellulose (Pg. 4, Para. 12). 

As to Claim 5, 13-15 . INAMA discloses the water-insoluble porous carrier has a 
molecular weight exclusion limit of 5x10^ to 1x10® for globular proteins (Pg. 4, Para. 11). 

As to Claim 6. 16 . INAMA discloses a method comprising bringing the adsorbent 
according to claim 1 or 5 (see 103(a) rejections of Claims 1 . 5 ) into contact with a body 
fluid containing low-density lipoproteins and fibrinogen (Pg. 1, Para. 1). 

As to Claim 7. 17-18 . INAMA discloses an adsorber comprising: a container 
having a fluid inlet, fluid outlet and means for preventing an outflow of an adsorbent to 
the outside (Pg. 3, Para. 7), the container is filled with the adsorbent according to claims 
1 ■ 5 or 6 (see 103(a) rejections of Claims 1. 5. 6 ). 

7. Claim 8 is rejected under 35 USC 103 (a) as being obvious over JP07- 
136256, INAMA et al. (hereinafter INAMA) in view of US Patent No. 5,286,449, 
KURODA et al. (hereinafter '449) as evidenced by US Patent No. 4, 576, 928, TANI 
et al. (hereinafter TANI). 
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As to Claim 8 . INAMA discloses the adsorbent as shown in the 103(a) rejections 
of Claims 1. 7 . INAMA does not appear to expressly disclose the capacity of the 
adsorber. However, '449 discloses the capacity of the adsorber is 1 00 ml to 400 ml 
(C16/L25). 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the adsorber of INAMA to include the capacity of the adsorber of '449. 
The motivation would have been to stably conduct whole blood treatment with a 
decreased blood volume being taken outside the body (C16/L25-31). Therefore, the 
invention as a whole would have been prima facie obvious to one of ordinary skill in the 
art at the time the invention was made. 

8. Claims 6-12. 18 are rejected under 35 USC 103 (a) as being obvious 
over US Patent No. 5,286,449, KURODA et al. (hereinafter '449) as evidenced by 
US Patent No. 4,576,928, TANI et al. (hereinafter TAN I). 

As to Claims 1-3. 9 . '449 discloses an adsorbent capable of whole blood 
treatment for adsorbing low-density lipoproteins and other malignant components of 
whole blood (C17/L45-50, C5/L39-43), comprising tryptophan (C10/L7) and dextran 
sulfate (C8/L54-60) which are immobilized on a water-insoluble porous carrier (C6/L44- 
59). '449 also recognizes optimizing the amount of polyanionic compound and 
tryptophan to improve the performance of the adsorbent (C10/L9-65), where it would 
naturally flow to have an amount of the immobilized polyanionic compound in the range 
of 0.10-1.5 |jmol/mL of wet volume of the adsorbent, as evidenced by TANI (C7/L27- 
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35). '449 does not expressly disclose the molar ratio of tryptophan to polyanionic 
compound of 1 to 70. However, it has been held that discovery of an optimum value of 
a result effective variable is ordinarily within the skill of the art. In re Boesch and 
Slaney, 205 USPQ 214 (CCPA 1980); In re Antonie, 559 F.2d 618, 195 USPQ 6 (CCPA 
1977); In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) (MPEP 
2144.05, II). 

As to Claim 4. 10-12 . '449 discloses the water-insoluble porous carrier is a 
cellulose carrier (Claim 9). 

As to Claim 6 . '449 discloses a method comprising bringing the adsorbent 
according to claim 1 (refer to 103(a) rejection of Claim 1 ) into contact with a body fluid 
containing low-density lipoproteins and fibrinogen (Examples 1-5). 

As to Claim 7. 18 . '449 discloses an adsorber (Fig. 1), comprising a container 
having a fluid Inlet (2), fluid outlet (3), and means for preventing an outflow of an 
adsorbent to the outside (C4/L1-18), the container is filled with the adsorbent (1) 
according to claim 1. 6 (refer to 103(a) rejection of Claims 1. 6 ). 

As to Claim 8 . '449 discloses the capacity of the adsorber is 1 00 ml to 400 ml 
(C16/L25). 

9. Claims 5. 13-17 are rejected under 35 USC 103 (a) as being obvious over US 
Patent No. 5,286,449, KURODA et al. (hereinafter '449) as evidenced by US Patent 
No. 4,576,928, TAN! et al. (hereinafter TAN I) and US Patent No. 4,627,915, 
KURODA et al. (hereinafter '915). 
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As to Claim 5. 13-15 . '449 discloses the same water-insoluble porous carrier 
('449, Claim 9), where it is inherent that since the carrier is the same then it also has a 
molecular weight exclusion limit of 5x10^ to 1x10° for globular proteins, as further 
evidenced by '915 (C7/L20-22). 

As to Claim 16 . '449 discloses a method comprising bringing the adsorbent 
according to claim 5 (see 103(a) rejection of claim 5 ) into contact with a body fluid 
containing low-density lipoproteins and fibrinogen (Examples 1-5). 

As to Claim 17 . '449 discloses an adsorber (Fig. 1), comprising a container 
having a fluid inlet (2), fluid outlet (3), and means for preventing an outflow of an 
adsorbent to the outside (C4/L1-18), the container is filled with the adsorbent (1) 
according to claim 5 . 

1 0. Claims 1-6, 9-16 are rejected under 35 USC 103 (a) as being obvious over 
US Patent No. 4,576,928, TANI et al. (hereinafter TAN I). 

As to Claims 1-3. 9 . TANI discloses an adsorbent capable of whole blood 
treatment for adsorbing low-density lipoproteins and fibrinogen (Abstract), comprising 
tryptophan (C5/L9) and dextran sulfate which are immobilized on a water-insoluble 
porous carrier (C7/L23-25), wherein the amount of the immobilized polyanionic 
compound is 0.10-1 .5 pmol/mL of wet volume of the adsorbent (C7/L27-35). TANI also 
discloses optimizing the amount and mixture of ligands used (C5/L24-25, C6/L8-14 & 
C7/L23-25). TANI does not expressly disclose the molar ratio of tryptophan to 
polyanionic compound of 1 to 70. However, it has been held that discovery of an 
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optimum value of a result effective variable is ordinarily within the skill of the art. In re 
Boesch and Slaney, 205 USPQ 214 (CCPA 1980); In reAntonie, 559 F.2d 618, 195 
USPQ 6 (CCPA 1977); In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955) (MPEP 2144.05, II). 

As to Claim 2 . TAN! discloses that the polyanionic compound is dextran sulfate 
(C5/L45). 

As to Claim 4. 10-12 . TAN! discloses the water-insoluble porous carrier is 
cellulose (C7/L14-15). 

As to Claim 5, 13-15 . TANI discloses the water-insoluble porous carrier has a 
molecular weight exclusion limit of 5x10^ to 1x10® for globular proteins (C7/L41-42). 

As to Claim 6. 16 . TANI discloses a method comprising bringing the adsorbent 
according to claim 1 or 5 (see 103(a) rejections of Claims 1 . 5 ) into contact with a body 
fluid containing low-density lipoproteins and fibrinogen (Abstract). 

1 1 . Claims 7-8, 17-18 are rejected under 35 USC 103 (a) as being obvious over 
US Patent No. 4, 576, 928, TANI et al. (hereinafter TANI) in view of US Patent No. 
5,286,449, KURODA et al. (hereinafter '449). 

As to Claim 7. 17-18 , TANI discloses the adsorbent according to claim 1 . 5 or 6 
(see 1 03(a) rejections of Claims 1 . 5-6 ). TANI does not appear to expressly disclose a 
container with inlet, outlet and means for preventing outflow of the adsorbent. However, 
'449 discloses a container having a fluid inlet (2), fluid outlet (3), and means for 
preventing an outflow of an adsorbent to the outside (C4/L1-18). 



Application/Control Number: 10/516,586 Page 9 

Art Unit: 1797 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the adsorbent of TAN I to include the container of '449. The motivation 
would have been to have a module for whole blood treatment that is efficient and 
effective so that malignant components of blood can be removed (C1/L30-35). 
Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill In the art at the time the invention was made. 

As to Claim 8 . '449 discloses the capacity of the adsorber is 1 00 ml to 400 ml 
(C16/L25). 

Conclusion 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARJORIE CHRISTIAN whose telephone number Is 
(571 )270-5544. The examiner can normally be reached on Monday through Thursday 
7-5pm (Fridays off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David R. Sample can be reached on (571)272-1376. The fax phone number 
for the organization where this application or proceeding is assigned Is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MC 

/Krishnan S Menon/ 

Primary Examiner, Art Unit 1797 



